March 25, 2003

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, Maryland 20852

RE: FDA Bioterrorism Act & Regulations
Dear Madams/Sirs:

Enclosed please find a few comments regarding the proposed regulations relating to the New
Bioterrorism Legislation. Ihave identified a few instances where the regulations will be very
difficult, restrictive, and/or untenable to work with and have suggested some recommendations
to make them rnore workable.

If you have any questions or require more clarification please contact me.

Yours sincerely,
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R.J. McLarén, Ph.D.
Manager, Technical Services & Quality Systems
Ph: (204) 233-8418
Fax: (204) 235-1260
Email: mclaren@ridleyinc.com
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